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Trade Name: "Back in Action" Compression and Support with
Anti-Bacterial Agent and Magnet

Common Names and Classifications.

Elastic Bandage Product Code FQM
Predicate 510(k) Number: K0 13244

Predicate Name: ComfortCare Compression and Support with Anti-Bacterial and Magnet

I.Device Descriptiomi - (a) Elasticized fitmnent to suplport andl compress an injuredl part of
the body. (b) Anatonmically contoured for adjustable fit and firmness for personal comfort
and control of slippage and bunching of fabric. (c) Absortek fiber absorbs perspiration and
transfers heat and moisture away from skin (d) Fabric treated with agent to resist growth
of odor-causing bacteria and mildew (e) Non-intrusive magnetic panel encased in fabric.

2. Iiitended Use
For relief of minor physical discomforts occurring by acute trauma, repetitive stress
and overuse injuries associated with first degree sprains of overstretched ligaments
and first degree strain injuries to tendons. The device compresses, supports and
protects vulnerable body parts from post-injury impact incurred by repetitive stress
and overexertion self-limiting physical injuries.
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Section G 510(k) Summary (continued)

Technological Character -As indicated in the comparative table in Section E of paragraph
10 on page 10 - the properties of "Back in Action" devices demonstrate the same
technological characteristics in design as an elastic bandage, woven fabric, fiber, finish,
composition, anti-microbial agent, application, compression/support function, layered
absorption/venting mechanisms, magnets and Indications for Use - as granted to
ComfortCare products under K 013244, and cleared for marketing in December 07, 2001.

Summary - In addition to claiming substantial equivalence to a predicate under
Part 880 Sub Part F -General Hospital and Personal Use Device, Product Code FQM,
Regulation # 880.5075 - "Back in Action" products would also qualify for SE under --

Part 890 Subpart F - Physical Medicine Therapeutic Devices, Product Code IOD,
Regulation # 890.5350 Exercise Component as "Adjunct to Restore Motion"

Part 890 Sub Part F - Physical Medicine Therapeutic Device, Product Code ILT,
Regulation # 890.5050 Daily Activity Assist Device to "Perform an Exercise Function"

1) Products similar to "Back in Action"Compression and Support with Anti-Bacterial and
Magnets are in broad common use in the USA and throughout the world.

2) Its characteristics and properties are substantially equivalent to a cleared predicate
of 'compression and support products' as identified above.

3) There are no material modifications that affect or change the fundamental technology
and science for a similar legally marketed device.

4) The primary copy emphasis of each product's packaging is on multi-tasking attributes
of compression, support, perspiration control and anti-microbial protection.

We believe that "Back in Action" products meet the standards for 'substantial equivalence'
and merit market clearance by the agency on several levels of application and usage as
indicated.
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Indications for Use

510(k) Number: K040054
Device Name: "BACK IN ACTION" COMPRESSION & SUPPORT WITH

ANTI-BACTERIAL AGENT and MAGNET

Indications For Use:

For relief of minor physical discomforts incurred by acute trauma, repetitive stress and

overuse injuries associated with first degree sprains of overstretched ligaments and first

degree strain injuries to tendons. The device compresses, supports and protects
vulnerable body parts from post-injury impact incurred by repetitive stress and
overexertion self-limiting physical injuries.

Prescription Use AND/OR Over-The-Counter Use X

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON OTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Pge ! af I

(Division Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices
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